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SANKYO COMPANY. LIMITED et al 



I Transinitlal of the Iriinslation lo the applicant. 

□ 



The International Bureau transmits herewith a copy of the English translation of the international preliminary report on 
patentability (Chapter 1). » ^ t 

The Iinemati()iial Bureau transmits herewith a copy of the English translation of the international preliminary report on 
paicntaoiuly (Chapter II). . 



2. TrausmiUal of the copy of the translation to the designated or elected Olllces. 



wJXIv"^^ ^'^^ '""^'--"g ^^-Snated or elected 
EP, KR 

«r t^^^^^^^^^^ ^ - Win receive copies of that 

FP p^' t^-Z'J' BZ, CA. CH, CN, CO, CR, CU, CZ, DE. DK. DM DZ EA 

yn o,>^.^' ID, IL, IN. IS, JP, KE, KG, KP, KZ, LC, LK, LR LS LJ LU LV MA 

TUt^'tTtT-^^T'' NZ. OA. OM. PG. PH. PL, PT, RO, RU, SC, SD, SE, SG SK SL SY Tj 

TM, TN, TR, IT, TZ, UA, UG, US, UZ, VC, VN. YU, ZA, ZM, ZW ■ . . , , o ^, or., sl, ^y, i j. 



3. Rcmindor regarding traiislalic.n inlo (one (.1) the olllcial l:m«iiage(s) of the elected OI TiceCs). 



mMl£r,'Vrr[nr,i\f'' ' "f 'h'^ international application must be I=un,ished to an elected Office, that translation 

must contain a translation ol any annexes to the international preliminary report on patentability (Chapter 11). 

ILnlil'ln 'I'i""''!"' '^;^>;""f lo prepare and runiisli such Iranslalion directly lo each elcclcd OHicc concerned within the 
applicable tnne l.m.t (Rule 74.1). See Volume 11 of the PCT Applicant's Guide lor further details. 
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(Chapter \[ of ihc Patent Cooperation I rc:aty) 

(PCT Article 36 and Rule 70) 



Applicant's or agent's tile reference 






sankyoFP0412 


FOR FUUTTIEK ACTION 


SccPorrnPCr/IPRA/416 


International applicalion No 


I nt crnat ional fi 1 i ng date {da\/monlh/\ car) 


Priority dale {day/montli/year) 


PCT/JP2004/006100 


27.04.2004 


28.04.2003 


International Patent Classitication (IPC) or national classification and IPC 


Applicant 






SANKYO COMPANY, LIMITED 





!. This report is the international preliminary examination report, established by this International Preliminary Examining Aulhority 
under Article 35 and transniiffed to the applicant according lo Article 36 

2 1his REPORT consists of a total of _6 sheets, including this cover sheet 



This report is also accompanied by ANNEXES, comprising: 

a. I 1 { stmt to the applicant and lo the Inter mtiona! Bureau) a total of 



sheets, as lollows: 



□ sheets o( the description, claims and/or drawings which have been amended and are the basis for this report and/or 
sheets containing rectifications authorized by this Authority 



□ 



; Authority (see. Rule 70 16 and Section 607 of the Administrative 
Instructions) 

sheets which supersede earlier sheets, but which this Authority consi<lers contain an amendment that goes beyond 
the disclosure in the international application as filed, as indicated in item 4 o( Box No I and the Supplemental 
Box 



□ u 



sent to the International Bureau only) a total of (indicate type and number of electronic caiTicr(s)) 

' , containing a sequence listing and/or tables 

related thereto, in comj^uter readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (.see 
Section 802 of the Administrative Instructions) 



This report contains indications relating to the following items: 

Basis of the rej)ort 
Priority 

Non-establishment of opinion with regaid to novelty, inventive step and indu.slrial applicability 
Lack of unity of invention 

Reasoned stalenient under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 





Box No 1 


□ 


Box No 11 




Box No III 


□ 


Box No IV 




Box No. V 


□ 


Box No VI 


□ 


Box No VII 


□ 


Box No VlII 



Date of submi.ssion of the demand 


Date of completion of this report 


Name and mailing address of the IPEA/JP 
f^'acsinjileNo. 


Authorized officer 
Telephone No. 



Vorm PCT/IPEA/409 (cover sheet) (January 2004) 



INTERNAT10NAI> IMIELIMJNARV REPORT ON PA rENTABlLITV 



Internal ional applicalion No 

PCT/JP2004/006100 



Box No. I 



Basis (>(■ Ihe report 



1 With regard lo the language, this report is based on ihc international application in the language in which it was tiled, unless otherwise 
indicated under this item 

I I I his report is based on translations from the original language into the following language 
L — I wi^j^}^ \^ ^\^^. language of a translation furnished lor the purposes of : 

I I international search (Rule 12 3 and 23 1(b)) 

I I publication of the international application (Rule 12 4) 

I I international preliminary examination (knie 55 2 and/or 55.3 ) 

2 With regard to the dements of the international application, this report is based on (repUicettuml sheets which have hem jut ni shed to the 
receiving Office in response to an invitation under Article 14 ate referred to in this report as " originally filed" and are not annexed lo 
this report): 

[XI the international application as originally H I e<f /furnished 
□ the description: 



pages 

pages=^^ 

pages'' 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



□ . 



he claints: 



as originally filed/ furnished 



as amended (together with any slalenient) under Article 19 



received by this Authority on 
received by this Authority on 



I I thet 



received by this Authority on 
received by this Authority on 



; drawings: 

sheets 

sheets* 

sheets* 

a sequence listing and/or any related table(s) - sec Supplemental Box Relating to Sequence Listing 
□ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, nos 

□ the drawings, sheets/tigs 

t he seq ucnce li st i ng ( specify): 

any table(s) related to sequence listing (specify): 



as originally filed/ furnished 



I This report has been established as if (some of) the amendments annexed to this report and listed Ix'low had not been ma(Ie, since 
' ' they have been considered to <:o beyond the disclosure as 



as filed, as indicated in the Supplemental Box (Rule 70 2(c) 



I { the desaiption, pages 
□ the eiairiis, nos 



I I thedrawmgs, sheets/figs 

I I the sequence listing (.v/;»6'q/'v): 

I I any table(s) related to sequence listing {specif}}: 



If item 4 applies, some or all of (hose sheets may he maikcd '\\upc) scded. 



FormPCT/lPBA/409(BoxNo 0 (lanuary 2004) 



INTKRNATIONAL fMUiLlMINARY REPORT ON PATF.NTABILITY 


international applicalion No 

PCT/JP2004/006100 


Box No, III Non-csUiblisliment ol opinion wild regard to novelty, inventive step and industrial applicability 


The queslions whether the claimed invcniion appears to be novel, lo involve an inventive step (to be non obvious), or to be industrially 
applicable have not been exaiiiincci in respccl ot: 


[ 1 ihe enlire inlernational appiicalion 




^ claims Nos, 41-57 




because: 




the said international application, or the saiil claims Nos, 41-57 




relate to the following subject matter which docs not require an international preliminary examination {sp<u:ij\): 



The subject matter of claims 41 to 5 7 pertains to 
a method of treatment of the human body by therapy. 



□ 



the description, claims or drawings (indicate parficular elements below) or said claims Nos. 
are so unclear thai no meaningful opinion could he tormed {specify): 



□ 



□ 



the claims, or said claims Nos 

by the description that no mcaniiigt ul opinion could be formed 

no inlernational search rcpod has been eslablished for said claims Nos 41—57 



are so inadequately supported 



the nucleotide and/or amino acid sequence listing does not comply with the standard provided lor in Annex C ol the Administrative 
Instructions in that: 



the written form 



the computer readable form 



I I has not been furnished 

□ 

does not comply with the standard 

I I has not been furnished 

I I does not comply with the standard 



□ 

I I See vSupplen)cntal Box for further details 



the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply with the 
technical requirements provided for in Annex C biK of the Administrative Instructions 



F'orm PCT/IPBA/409 (Box No. Ill) 



TNTKRNATION/VI. PREMiMINAUY REPOUT ON PATENTAIUI JTY 



Inleinalional applicaiicui No 

PCT/JP2004/006100 



Box No- V Reasoned stalemenl. under Article 35(2) with regard lo novelty, inventive step or industrial applicability; 
cilationsand explimaltoiis supporting such slatemenl 

1 Slalcrnenl 

Novelty (N) 

Inventive step (IS) 



(.Claims 



1-20, 25-2! 



cu.m« 21-24, 29-40 



Claims 



1-10 



Claims 11-4 0 



Industrial applicability (lA) Claims 1-40 
Claims 



Document 3 
Document 4 
Document 5 
Document 6 



Document 8: 



YBS 
NO 

YBS 
NO 

Yl-S 

NO 



Citations and explanations (Rule 70 7) 

Documents cited in the international search report: 
Document 1: McFarlane S.I. et al., J Clin Endocrinol 

Metab. April 2002; 87(4): 1451 to 8 
Document 2: Toru Komai, Bio Clin, Vol. 11, No. 10; pages 
918 to 923, 10 September 2002 
WO 00/56403 Al & JP 2003-511347 A 
WO 01/76573 A2 & JP 2003-530342 A 
JP 9-071540 A 

Bellosta S. et al . , Diabetes Care, 23 April 
2000, . Suppl. 2: B72~8 
Document 7: Ichiro Shimomura et al., Gekkan Medical 

Science Digest, 28 (12), pages 479 to 482; 

2 5 November 2 002 

Toru Funabashi et al., "Naika", Vol. 89, No. 
5, pages 849 to 854; 1 May 2002 



Claims 11 to 20 and 33 to 36 

Documents 1 and 2 set forth the relation between 
saccharometabolism and HMG-CoA reductase inhibitors. In 
the light of these documents it would be easy for a 

person skilled in the art to apply an HMG-CoA reductase 
inhibitor to the treatment of disorders related to 
saccharometabolism, such as diabetes. 



I'orni PCT/lPBA/40y (Box No. V) (.January 2004) 



INTERNATIONAL PRKIJMTNARV RKPORT ON I'ATENTAIULITY 


[ntctnalional application No 

PCT/JP2004/006100 


Box No. V Reasoned slalemeii* under Article 35(2) vi ilh regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Therefore the invention set forth in claims 11 to 2 9 



and 33 to 3 6 does not involve an inventive step* 



Claims 21 to 24 and 33 to 40 

Document 3 sets forth the treatment of pulmonic 
hypertension using an HMG-CoA reductase inhibitor. 
Pulmonic hypertension is a type of hypertension, 
therefore document 3 sets forth an invention which cannot 
be distinguished from the invention set forth in claims 
21 to 24 and 33 to 40 of this application. In addition, 
taking into account the fact that the production of NO 
within the endothelium is increased, by HMG-CoA reductase 
inhibitors, it would be easy for a person skilled in the 
art to consider applying an HMG-CoA reductase inhibitor 
to other types of hypertension. 

Therefore the invention set forth in claims 21 to 24 
and 33 to 4 0 lacks novelty and does not involve an 
inventive step . 

Claims 2 9 to 4 0 

Documents 1, 5 and 6 set forth a relation between 
HMG-CoA reductase inhibitors and arterial sclerosis. 

Therefore the invention set forth in claims 29 to 40 
lacks novelty and does not involve an iiiventive step. 

Claims 11 to 40 

Document 4 indicates that HMG^CoA reductase 
inhibitors are used in conjunction with other medications 
in the treatment of various disorders. It would be easy 
for a person skilled in the art to consider the 
independent effects of medications used in conjunction 
with HMG~CoA reductase inhibitors in document 4, in the 



Form PCT/[I^BA/4()9(BokNo V) (January 2004) 



rNTKRNATIONAL PRELIMTNAUY RKPOU rON FATKNTABH^ITY 



liKcrnatiomii applicalion No 

PCT/JP2004/006100 



Box No. V Reasoned st.aleineiit under Arlide 35(2) with regard lo novelly, inventive step or industiial applicahiltty; 
citations and explanations supposing such statement 

aforementioned treatment of different types of disorders. 

Therefore the invention set forth in claims 11 to 40 
does not involve an inventive step. 



Claims 1 to 10 

Documents 1 to 8 neither indicate nor suggest that 
the production of adiopectin is increased by HMG-CoA 
reductase inhibitors. 

Therefore the invention set forth in claims 1 to 10 
is novel and involves an inventive step. 



Form PCl/rPl i: A/4()9 (Box No V) (January 2004) 



